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AGENDA

The committees will discuss safety data from observational studies and a meta-analysis of randomized
controlled clinical trials that have been conducted since the original signal of serious neuropsychiatric adverse
events with CHANTIX (varenicline tartrate tablets, NDA 21928, Pfizer, Inc.) emerged. The committees will
also discuss whether any action needs to be taken with regard to how this risk is described in product labeling.
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9:50 a.m.
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2:10 p.m. Questions to the Committee/Committee Discussion
3:00 p.m. BREAK
3:10 p.m. Questions to the Committee/Committee Discussion (cont.)

5:00 p.m. ADJOURNMENT
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